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DETAILED ACTION 

Response to Arguments 

Applicant's arguments filed September 09, 2010 have been fully considered. 
Regarding the nonstatutory double patenting rejection, the Office action dated 
November 19, 2007 withdrew claims 37-41 directed to a "method of providing". U.S. 
serial No. 1 1/648,384 is again directed to the device and not the withdrawn "method of 
providing". The double patenting rejection is correctly applied. 

Regarding the rejections using Burkinshaw (6,602,292), again, it is the 
Examiner's position that the device of Burkinshaw is sized and configured and fully 
capable of being used in the disc. MPEP 2114 teaches: A claim containing a "recitation 
with respect to the manner in which a claimed apparatus is intended to be employed 
does not differentiate the claimed apparatus from a prior art apparatus" if the prior art 
apparatus teaches all the structural limitations of the claim. Merely labeling the device a 
intervertebral disc does not imply any specific structure not taught by Burkinshaw. 
Figure 17 below shows the device of Burkinshaw next to applicant's rotatable 
embodiment. 
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It is the examiner's unyielding position is that the device of Burkinshawn is sized 
and shaped to function as claimed. 

Regarding the rejection under 35 U.S.C. 102(b) as being anticipated by Shelokov 
(6,039,763), applicant suggest the surface is as shown: 




The device of Shelokov along the midsagittal plane is solely convex; applicant notes col. 
5, line 66 to col. 6, line 3, which does not describe the midsagittal plane. 

The term "boundaries" is not limited to the outer peripheral boundary of the 
articulating surface. Giving the term its broadest reasonable interpretation, the 
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boundaries can be drawn at or approximate planes P4 and P5 which is a natural 
boundary defined by the apices. 

Regarding the Linscheid et al rejection, it is the examiner's position that the 
device of Klawitter is sized and configured and fully capable of being used in the disc. 
MPEP 21 14 teaches: A claim containing a "recitation with respect to the manner in 
which a claimed apparatus is intended to be employed does not differentiate the 
claimed apparatus from a prior art apparatus" if the prior art apparatus teaches all the 
structural limitations of the claim. Additionally, the prosthetic is fully capable of being 
implanted into an intervertebral disc of some type of animal. Applicant claiming the joint 
as a disc body does not require any additional structure not taught by Linscheid et al. 
Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 
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Claims 19, 21-32, 34-36, 42 are provisionally rejected under 35 U.S.C. 101 as 
claiming the same invention as that of claims 19-36 of copending Application No. 
1 1/648,384. This is a provisional double patenting rejection since the conflicting claims 
have not in fact been patented. Although the conflicting claims are not identical, they are 
not patentably distinct from each other claiming the same device comprising: 

A prosthetic disc comprising: 

a disc body, having a first surface that is a concave-convex articulating surface 

and a second surface as a base adapted for fixation to a first bone surface. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1 ) an application for patent, published under section 1 22(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 
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The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 19, 21-32, 34-36, 42 are rejected under 35 U.S.C. 102(b) as anticipated 
by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Burkinshaw 
(6,602,292). 

Burkinshaw teaches a prosthetic disc comprising: 
First interpretation: 




FIG. 4 

a disc body 40 having a first surface 44 that is a concave-convex articulating 
surface and a second surface 46 as a base adapted for fixation to a first bone surface, 
wherein the concave-convex articulating surface is hyperbolic paraboloid (see 4:8) 
meeting all claim limitations. 




Hyperbolic paraboloid 
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Regarding claim 1 requiring "a solely convex reference curve having a 
substantially uniform radius", it is the examiner's position that that generic teaching of a 
hyperbolic paraboloid by Burkinshaw meets this limitation despite Burkinshaw teaching 
in figure 4 what appears to be convex side portions along the midsagittal plane. 

Regarding the base surface 46, note that the non-flat surface configuration 
including elements such as 52 and 54 shown in figure 10, would act as an anchor point 
for bone cement fixation. Therefore, the articulating surface and second surface are 
relatively fixed. 

Second interpretation: a disc body 30 having a superior surface 44 that is a 
concave-convex articulating surface meeting all claimed limitations and a second 
inferior surface adapted for fixation to a vertebral bone surface, wherein the concave- 
convex articulating surface is hyperbolic paraboloid (see 4:8). 




FIG. 18 SiJrface 

It is the Examiner's position that the two components (32, 34) of Burkinshaw are 
rotatably coupled but snap together preventing separation which is interpreted as being 
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"fixed" together. Therefore, the articulating surface is fixed relative to the inferior 
surface. The Examiner notes that Burkinshaw teaches the advantages of having said 
two components rotatably/translationally coupled over the art. It is within the scope of 
the teachings that the components could be non-rotatably and non-translationally 
coupled (inherent) or at a minimum, obvious to try with predictable (rejection under 35 
U.S.C. 103(a)). 

It is the Examiner's position that the device of Burkinshaw is sized and configured 
and fully capable of being used in the disc. MPEP 21 14 teaches: A claim containing a 
"recitation with respect to the manner in which a claimed apparatus is intended to be 
employed does not differentiate the claimed apparatus from a prior art apparatus" if the 
prior art apparatus teaches all the structural limitations of the claim. 

Claim 24, it is possibly that the disc body was made of separate components 
connected together. This claim has been interpreted as a product by process limitation 
which fails to differentiate. The second interpretation uses a two component 
configuration. 

Claims 26-28, see 5:48 et seq. 

Claim 29 is functional language only. 

Claim 30, fully capable of. 

Claim 31 , regarding "wherein the concave reference curve extends from a first 
end of the articulating surface to a second end of the articulating surface", it is the 
examiner's position that the "concave reference curve" can include other shapes. 
Additionally, the articulating surface can be interpreted as ending at planes P4 and P5. 
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Claim 34 is not positively claiming the second body. 

Regarding claim 42, "has a hyperbolic paraboloid shape" is interpreted as being 
broader and does not limit explicitly to being a hyperbolic paraboloid. 

Claims 19, 21-32, 34-36, 42 are rejected under 35 U.S.C. 102(b) as anticipated 
by Shelokov (6,039,763). 

Shelokov teaches a prosthetic disc comprising: 
a first and second disc bodies 1,10 having complimentary saddle shaped articulating 
surfaces each surface being one of concave and convex in a first plane and the other of 
concave and convex in a perpendicular plane to the first. The articulating surface 3, at 
the midsagittal plane P1 , X1 , is "a solely convex reference curve having a substantially 
uniform radius". 



Plane P2, (figure 1b) which is orthogonal to the midsagittal plane, is concave 
between planes P4 and P5. This configuration fulfills the language, "and wherein 
concave reference curves are formed when the single articulating surface is intersected 
with planes orthogonal to the midsagittal plane". It is the examiner's position that planes 




FIG. 1b 
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P4 and P5 are the ends of the boundaries of the concave portion of the single 
articulating surface. "Boundaries" is not limited to the outer peripheral boundary of the 
articulating surface. Additionally, it is the examiner's position that the "concave 
reference curve" can include other shapes and is not limited to be being solely concave. 

Shelokov further teaches, "the articulating surfaces (3, 12) can be regularly or 
irregularly shaped as at least partially complementary portions of., paraboloids (6:51 et 
seq.)." 

Wikipedia teaches, "In mathematics , a paraboloid is a guadric surface of special kind. 
There are two kinds of paraboloids: elliptic and hyperbolic. " 




Hyperbolic paraboloid : | Hyperboloid of one sheet 



Referring to the first and second disc bodies of Shelokov, the articulating surface 
3, 12 (between lines P4 and P5) are clearly a hyperbolic paraboloid shape and not an 
elliptic paraboloid. As quoted above, the surfaces can be regular shape paraboloids 
which are hyperbolic as taught from the drawings. Hyperbolic paraboloids are inherently 
concave-convex. Shelokov teaches that the plane P1 is convex; see 5:66-6:3. 
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Additionally, Shelokov teaches the articulating surfaces can be a hyperboloid which 
meets all claims. Same for claim 35. 

Regarding claim 19, a midsagittal plane is solely convex. 

Note that the second surface 2 of body 1 is fixed relative to the articulating 
surface 3. 

Regarding claim 42, "the superior articulating surface has a single shape 
characterized as a hyperbolic paraboloid", the single shape of portions 3, 12 is a 
hyperbolic paraboloid. 

Regarding claims 24-27, see at least 9:47 et seq. teaching at least coatings. 
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Claims 19, 21-32, 34-36, 42 are rejected under 35 U.S.C. 102(b) as anticipated 
by or, in the alternative, under 35 U.S.C. 103(a) as obvious over Linscheid et al 
(5,405,400) as evidenced by Klawitter (5,645,605) and Lunborg (6,342,076). 

Linscheid et al teaches a joint prosthetic comprising a disc body 14 having a first 
articulating surface 32 which is a hyperbolic paraboloid shape (see 3:56) and second 
surface which is relatively fixed. Clearly the midsaggital plane is solely convex as shown 
in figure 3b. The articulating surface is concave in a plane orthogonal to the midsagittal 
plane as shown in figure 3d. 



It is the Examiner's position that the device of is sized and configured and fully 
capable of being used in the disc. MPEP 2114 teaches: A claim containing a "recitation 
with respect to the manner in which a claimed apparatus is intended to be employed 
does not differentiate the claimed apparatus from a prior art apparatus" if the prior art 
apparatus teaches all the structural limitations of the claim. Additionally, the prosthetic is 
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fully capable of being implanted into a intervertebral disc of some type of animal. 
Applicant claiming a "disc body" does not define or add any additional structural 
differences over the body 14 of Linscheid et al. 

In the alternative, under 35 U.S.C. 103(a): If the body 14 of Linscheid et al is not 
interpreted as a disc body. 

The abstract of Linscheid et al describes the device as a "joint prosthesis [is] 
provided for replacing a joint between two bone". It is the examiner's interpretation that 
Linscheid et al contemplated this device could be used for various joints within the body. 

Klawitter also teaches a concave-convex thumb joint prosthesis and states one 
skilled in the art at the time of the invention would known to use/try the device in other 
joints. Klawitter states, "for example, the articulated prosthetic joint described herein is 
also contemplated for the replacement of human anatomical joints other than the CMC 
joint of the thumb (column 7, lines 7-10)". 

Finally, Lundborg also describes what one skilled in the prosthetic joint art would 
know at the time of the invention (column 4, lines 47 et seq.): "The invention can also be 
used., as an artificial joint between the first metacarpal bone and the trapezoid bone 
(same as Linscheid et al and Lundborg). The invention can also be used as bone 
replacement for intervertebral discs or individual in the spinal column. " And 

further teaches: "In the spinal column, there may be a need of replacing intervertebral 
discs or individual discs in various diseases. Also in this case, a prosthetic device for 
joints having a suitable size and design may constitute a satisfactory replacement 
material." 
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It is the examiner's position that one skilled in the art at the time of the invention 
would have tried a prosthetic joint configuration at various anatomical joints as 
evidenced above. Also, it would have also been obvious to have tried said 
configurations as a thumb joint or as a disc as evidenced above. Therefore, it would 
have been obvious to one skilled in the art to have tried/modified the prosthetic joint of 
Linscheid et al as an intervertebral disc to replace a diseased disc. 

All other limitations are self-evident. 

Conclusion 

This is a RCE of applicant's earlier Application No. 10,766,684. All claims are 
drawn to the same invention claimed in the earlier application and could have been 
finally rejected on the grounds and art of record in the next Office action if they had 
been entered in the earlier application. Accordingly, THIS ACTION IS MADE FINAL 
even though it is a first action in this case. See MPEP § 706.07(b). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no, however, event will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bruce E. Snow whose telephone number is (571) 272- 
4759. The examiner can normally be reached on Mon-Thurs. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Bruce E Snow/ 

Primary Examiner, Art Unit 3738 



